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Warninag Letter "
' Ju gy

: \g st
ing shan zZhang, General Manager ‘3%/1ﬂZJé/’
yan Medical Products Factory

Dear Mr. Zhang:

During an inspection of your firm located in Baoqu, Jiangyan
Taizhou, Jiangsu, P.R. China, on March 10-12, 1997, our

Investigator determined that your firm manufacturers gauzae
spongses. These are devices as dofined by saection 20i(h) of
the Federal Food, Drug, and Cosmetic Act (ths Act).

The above-stated inspection revealed that these devices are

adulterated under section 501(h) of the Act, in that the

methods used in, or the facilities or controls used for

manufacturing, packing, storage, or %nncaliation are not in
11 P am~mbriiand oo

conformance with the Good Manufacturi ng Practice {(GMP) for
Medical Devices Re egulation, as specified in Title 21, Coda of

———————— rFervasa

Eﬁdﬂ:gl_nannlniignn (CFR), "part 820 as listed below.

1. Faillure of the quality assurance program to assure that
all quality assurance checks are appropriate and adequata
for their purposo, as required by 21 CFR 820.20(a) (4).
A aAavamnla
LI 3 GI\GII.I H

a. There is no microbial testing of the finished gauze .
sponge devices to determine tho presence and
identity of any bacteria, molds, and yeasts. (This
item was not listed on the FDA-483; however, it was

discussed in the investigator's raeport.)

b. There is no testing of the water, used in the
manufacturing processes of gauze sponge devices, to
ensure the water quality is adequate for the
operations performed.

2. Failure to have written quality audit procedures, and
failure to conduct planned and periodic audits of the
quality assurance program, as required by
21 CFR 820 onlh). For examyl-, thers ars no writ
procaduraes for conducting internal quality audits

are

quality assurance program, and no such audits
conductad.
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2 - Mr. Zhang

Failure to control environmental conditions to praveanc
contamination of the device, and to provide proper
conditions for each of the operations performed, as
required by 21 CFR 820.46. For exampls:

a. There is a buildup of grime on the top saection of
the aix tile covered storaqe bins and along the
interior upper wall of some of the bins in which
antiva nradiintas ava allawvaed A Are Al
‘“‘O- rswuvb- A GAAVWESN. s un, A A All”

b. There is a buildup of dirt and dust particles
(particulate matter) on the floors, walls, ceilings,
and wooden platform in the room storing incoming
geuze material and in the manufacturing area.

Failure to have written cleaning procedurez and achedules
to meet manufacturing process specifications, as required
by 21 CFR 820.56. For example, there are no written
cleaning procedures, schedules for cleaning, or records
of cleaninq for six tile covered storaqe bins in which
gauze products are allowed to dry during manufacturing.
(This item was not listed on the FDA-483; however, it was
discussed in the investigator's report.)

Failure to provide adequate washing and toilot facilities
for personnel sanitation, as roquired by 21 CFR
820 56(a). For cxample, the toilet taclllties do not

i i

Failure to have procedures designed to pravent .
contamination of equipment, components, or finished
devices by cleaning and sanitizing substances, as
roquired by 21 LFR 320 56(b) For example, at various

Fajilure to have buildings in which manufacturing and
holding operations are conducted, be of suitable design
and contain sufficient space to facilitate adequate

cleaning and other operations, as raequired by 2i CFR
820.40. For exampla, product is stored on the floor at
various stages of production, and an above ground
"bridge" that connects the storage building to the
manufacturing plant is not fully enclosad.
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Failure of nersonnel in contact with a device or its

environment to be clean and suitably attired where lack
of cleanliness, or suitable attire could adversely affect
the device, as required by 21 CFR 820.25(b). For

example:

- [P RNy Sy Py — PO - memen ) mbeoVes mmcsmen - d an - en

a. Hair restraints do not completely cover hair, and
some employees were observed not to be using hair
restraints.

b. Employees handling gauze sponge devices do not
routinely wash thaeir hands during production, or
before returninq to their roapootive operatlons
after a period of absenca. Employees ieaving the

smesn Almnwmisrad wwashi{nm~ye thalvr handa

tollet facilities wers observed washing thseir hands
with water only and drying them on their laboratory
coats.

c. Employees handling gauze sponge devices do not wear
glovaes during production.

- 4 - - - emmbomle 2a1Y emamicd e -
S. Fallure to retain all reguired records pertaining to the
device for a period of time equivalent to the design and

expacted life of thae device, but in no case less than two

years from the date of release for commercial
distribution, as required by 21 CFR 820.180(b). For
example, devlco hietory records for gauze sponge davices

are not retained for two yYears.

Thie letter is not intended to be an all-inclusive list of

deficiencies at your facility. It is your responsibility to
ensure adherence to each requirement of the Act and
regulations. The specific violations noted in this letter and
the FDA-483 issued at the closo of the 1nspect1on may be

eymptomacxc of sorxous unaerlyxng problems in your firm's

PR el onoe memcd seisald i mmmitman~a b VAaly ara

manufacturing and qua;;uy assurancs syscshs. iou arse
responsible for investigating and determining the causes of

AW pViIIBAWAS AIIVEWwAYH wally Mmitv WS wTastiasiassy wirT TS

the violations i{dentified by the FDA. If tho causaes are

determinad to be systums problems, you must promptly initiate
permanent corraective actions.

Other Federal agaencies are advisad of the issuance of all
Warning Letters about devicaes so that they may take this
information into account when consxaerxng the of

contracts. Additionally, no panding applicat
al (DMAtaY wi)l)] ha annroved f
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pramarkaet approv (\PMA'S) Wilil DG approvec 10
manufactured at the facility in which the above GMP v

ware found until the vlolatlons have been corracted.



®

¢

Dema A o Me [, 3 9 e
rays - A . ollanly
Given the serious nature of these violations of the Act, all

devices manufactured by Jlanqyan Medical Products Factory,
Baoqu, Jiangyan, Taizhou, Jiangsu, P.R. China, may be detained
without physical examination upon entry into the United States
until these violations are corrected.

In order to remove the devicen from detention, it will be
nscessary for you to provide a written response to the charges
in thia Warninag Tattar far Aaur raviace AChar wua naklfu unu

a-avs Ay x4 ""-ll-ll‘ Al S A - LA X & B VAWW h A we uv\--s:

that your response is adcuate; it will be your :eengnsibilitv
to schedule another FDA inspection of your facility. As soon

oorrootionl have been verified, and you are notified that your
correocxona are adequate, your products may resume entry into

S d o
\-lll- uuuncry .

Pleasae notify this office in writing within 15 working days of

roceipt of this latter, of the spoczfio steps you have taken
to correct the noted violations, including an explanation of
each .tcp boinq taken to prevent the recurrence of similar

- Please 1nc1uaa any and a11 aocumontacxon to snow

Chat aldar~, e esan el 4 e mem bmmes
wilad & cu-qua\.- CULLEBLLAVI lla. (o111} ﬂblll.v“u. Lll Lll. case Ul.

future correctiona, an estimated date of comnletion, and

aSmSwasT SVaaSTwwawiie; WA W W ww NP A AW

documentation showing plans for correction, should be included
with your response to this letter. If the documentation is
not in English, please provide a translation to facility our

review. Your response should be sent to:
Mo Roanveaa ¥ranhl {inee rhinf
ik o va&‘- l\LU-IILLII\,' wilAdAG A
General Surgery Devices Branch, HFZ-323

Office of Compliance
Division of Enforcement I
Center for Devices and Radiological Health .

U.S. Food and Drug Administration
2098 Gaither Road
Rockville, MD 20850 U.S.A.

You may obtain general information about FDA's requirements

Division of Small Manufacturers Assistance at 800-638-2041 or
through the Internet at http://www.fda.gov.
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Page 5 - Mr. Zhang

letter, please feael free to contact Mr. Joseph L. Salyer at

the above address or at (301)-594-4595, Ext.175 or FAX
(301)~-594-4636.

[ J WP TP

8incerely yours,

C end, \\—IV\,,JUT'A
e R ¢ R A

LA 4 4

[aY
Liflians. Gi11, "
)’ Director
’ Office of Compliance
Center for Davices and
Radiclogical Health

CC: Mr. Pu Zhang, Ceneral Manager

China Meheco Yangzhou Import and Export
58, x1nonq S8treet

L ¥ s

Yangzhou, Jiangsu, P.R. China 225002




